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trThnerr rofint 

PimUstibli liV AUJHOR1TV 


85] *T»T?T^, 22, 1994/^H?^ 3, 1915 

No 85] NEW DELHI, TUESDAY, FEBRUARY 22,1994/PHALGUNA 3, 1915 


f^mir ifc^iT n'srm^ 

(w?si Optk) 

f’wr, 22 'P^r’3, 1904 

112 (tr) :—sttaf-i mV stirum ftnoir Em. 
1945 vr mV, witnr V vEm fWf vi 
it rev Wf Vffl'fi tpTT T , ar’t'rfij mV jwt£r Frnrnt wM^r, 
1949 (1940 4.1 22 ) 4tt trr^T 12 mV um 2:1 nn srm 
wFmt 55 r lofrJT *vr 53, mWa mvW JHT?prf vtf 4 TniVi 

VVf V JOCiqi TTSpfT V, W QTTTSff VI T4 

tnfi mPmi Vi WSWITI "P fan HTlfav fain nTHT | ffafa 
too smifVr kV vt itvmT i nli 44 3541 w mfar | fa 

VH 3(^1 forfit 9V 3-3 nWf if, flinvl 13 •TV-lcl Vf jrfVft 

fafV 3V UTlfan Vi ITT ? "VHT 'It WlHI VH 4i 

wnfl ft, 3R F<PT 4?V «Wfa Vf 33103 V faviT faqi mUTiTT; 

faf£T 3ir Tfiijftt 3T giTTVl 3- ml Pq SfaJR fafafVz VlftT 
vx ^TTnO^T % q^r ^43 nr*n fwnl 44 3133 fa4r sufar 4 
5TFT 513, VfcVl 7pV7 T F331T vVft ] 

STTTS'T fro 

1. (l) Vf fwU VI 4tffF3 3T3 VHfj 3fV SOUKR OTOqt 
(3711113) 0(13, 1 99 4 | I 


( 2 ) i vra 4 (tirutc vr mrfar ^ ^ ^ , 

2 . sWi mV imm nror'i fm, 1945 4 (fVr ^ ^ 

^ %WTWrS),f W 134 V -4T3 V fr^fafa* 

fVpT WT mipTT, Tpqfa :— 

1 :; 1. 3-TT>T3 3135fr 3 Vfat, 7iff jfrr Vfal VT-jiVT—faff! 

'4t atrram --rnrifr 4, mfafa mimv mpj wr , 

wfrffini m.3T. -1707 «m 1 ) sm’^ tstpI, *ff, sfh 

V f'*P=3 Vw, TTf 'iltr qVv jfif 1 

JlfirtR 3Tllql ff, ST^Vl V3SVR KTft«rs; "Pl^Ml fjf iflx 
SiitOiti vi4f3V r>r if:— 

(i) nmfvp {nsumrw? % ^ Jr VnOi^ nrra^v 

ii wpi V vluv 3^1 jfy*n- ( 

(ii) iftV V ^ if *fjrfop=r ifhn ufa 33 ^rra if ^ ^rr 
it srfav 3pt ?>3i 1 

( 1 //) lafe! ■jpb:3fr V h'r V ^ 4 viTfun 4 ,% 3 f^ 
mrt rjj^TT srFci w ~-m i V mi t unm 3#t 
ifrirt 1 ” 

3. 3VT from w, fiRJT 1 44 V Wt n. fVRTfVfeTT fim wr 
mririrf, Ttnfa :—. 

'‘i4 4. ftfsn 7 T( t % f*p^ Vifr 4 54 m sTflrtrv tmmt V 
Fqfqtfm qv sWs-ht sfl ft* smrav urmit vr fVfVnk- 
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Tp'l rTTf aPplT faqq '+{I J ■ 1 IT qiqtT J< | ( iptF fPTq TP 
qqrqaTfSF aiar. 1707 am ) gin fqfFprrr, tsttt, 7 it 1 
sGlT qW 97 T If EpF TIpF, rq rfp qqq; | | 

aqiaq qmiii if, stirf sprats qftqpq qqqfqr: in aft 
-‘(rafcTT TTSfFP fq ir : 

(i) ar^ftF ?TffoTf«JqRS % TO it qqfqT aTqfqT afo Sq 

qq* it st am it aPm qgf ?/nn 1 

( ii) tfr*t or ’tt it qqfqq qrqr srfq sq tit's it fin ttw 
Sr afar: q r :t ffrtrr 1 

(itj) Osifjq % tftir it: =5q it qqfqq jfrq »t fvpq 

Apr tiiaq aPr qq atns it at a to it srHur qjfr 

3 fat 1 " 

i. TtS fqqqf Ft aq^fl ‘V 9 q TtT fTST qTqqT I 

5 . q9q faqal t fqqq 140 it, "'rrtqqn- fift % qqq %tn 9991 
IT Siqq qqlql—TTlTtforlq STCntftT TT SPS FTrqR 999 i 
aTtUT qi Tm-|T 7 i jit qtq^rff it <777 4, <| \a^A" qrqf 9 *qT9 
Tt ' 7 qTi ( 7 pt v,it q<rr'i it ttf t .71 Ojifl qr im oofm— 
'ftq-qfqqfq qrqPtfrq at anr rtrsn, pft rfR qniipt it ^ 99 
tWi” upf tripq 1 


2*>■ qr.qrr.fq. 1115(a) frTO 3 u-o-h 6 
27 . qr.nrr.fq. 71 (a) qripa 30 - 1-87 

2 H. »TT . ipT. fH. 570(tf) FRET 12-6-87 
20 9T.9T.fr. 626(a) TTita 2-7-87 
00. 9 r. 9 r.fq. 762 (a) Fr^TS 17 - 0-87 
. 11 . 71 T. 5 Ft.tq. 3 71 (w) nw 24 - 3-88 

32 . 9 r. 9 r.fq, 75 (a) artra 2 - 0-88 

33 . 9 r. 9 q.fr. 075 ( 7 ) fros 2 - 6-88 

3 4 9T.9T.fq. 676 (a) FRT<S 2-6-88 
35- 9t.5pr.fq. 677(a) TROT 2-6-88 
30. qi.5Fl.fq. 681 (a) FRtSr 6-6-88 
37- 9T.9T.fr. 735 (a) 9RW 24-6-88 
38. 9r.9T.ft. 313(a) irFI 27-7-88 

30 . qr. 9 t.fq. 944(a) FTpra 21-9-88 i^feRa) 
40. qr.'Ft.fq. 43(a) qri'ror 201-39 (qftrw) 
41 - qt. 5 Ft.rq. 44 (a) qrfpj 20 - 1-80 (VTf&T* ) 
42 . 9 T. 9 r.fq. 100 (a) qROa 14 - 2-80 (wftrtq) 
4 j. 9T.9r.f9. 44 i(q) riri ‘^3 12-4-89 (qr>pr) 
44; 9r.93.f9. 588 (a) frw 2-6-80 (wfijaa) 
45. qr. 5 FT.fq. 001 (a) FRIST 11 - 7-89 
•to. qj.Ti.fq. 784 (q) qiqiur 28-8-sj 


[q‘. qrq- 11014 / 10 / 93 —fr. n .q. qq. 4r, qaiq] 

rtqqT qqqq qNq 

a’Vtfq aftq aqraq qrqpi fqqq, 1045 , 1 - 5-70 qn q^T 
Wwifaq qq it renwt 'itt 7 ' qf^TP 4qqiw (tqTpqr fqqTq) qr- 
wi it faqtf smrfa rftr aqiaq qrqtfr, qftifqqq aftr fqqq (<i. 
q-f ,tf1' , n q ,) 4t qftqfqq ft, 1 1 qqpKrq -jtq fqqqt 

it qvtq q •nqrq <Trq-lJ, »st ( 3 ) (i) it H«Fifmq rqtqf'-Tftrq 
qfa^qqisfi 5RT wtfaq fpq qq S :— 

1 . ttT.5Ft.fq, 1241 qr^ts 6-1 0-1070 

2 - qT.qr.fq. 1242 qRfi 6-i 0-1979 

3. ql.EFT.fq. 1 2 43 qr^ 6-10-79 

4. qt. 5 FI.fq. 1281 qt 5 f t'? 12 - 10-84 
.5. qi'.qq.fq. i:toq( 5 ft<s io-i-so 

6. qi qq.fq. 779 qrTiOl 26-7-8 0 

7. qr.* pt. fq. 54 o(w) qr^ 22-9-80 
a- qv.qq.fq. 68 0 (q) qrtnsr 5 - 12-80 
9 q1.5pr.fq. 68 1 (w) qro-u 5 - 12-80 

to qi.qq.fq. 6 H 2 (q) ftp 1 ? 5 - 12-80 

11 qi.«P'r.fq. 2 7(W) qr^ 17-1-81 
1 2- qT.97l.fq. 478(W) qT5iqa'o-8-8l 

13, qr.qfi.fq. o2(q) qr^fia 15-2-S2 
ii. qr.'Ft.fq. i62(q) qT^qi 22-6-82 

15 . qi. 9 TT.fq. 5 l 0 (st) qrtT'S 26-7-82 

16. qi .'PT.fq. 1 3 (w) qt^'U 26 - 7-82 

17. ql.9q.fq. 31 8 (W) 91#9 1-5-8 4 

18- ql. 9 q.fq. 33l(q) qRra 8-5-8 1 
10 . qi. 9 q.fq. 1 6 0 ( q ) FTTfra 2 ( 66-84 

20. qi qq.fq. 487(q) qRiqr 2-7-84 

21 . qr.9q.fq. so(w) qi f w 10 - 2-95 
22 qi.qq.fq. 7S8(w) qrt>9 H610-85 
23 . qT. 9 q.lq. w(q) qR.qr 7-i-se 
23. qr.qq.fq. 10 i9(w) qrftqf 29-s-ae 
25 . qr.qq.fq. 1 0 60 (<r) qpiqi 5-O-RG 


47. qr.9q.fq. 1 6 (q) nTPqr 1-10-89 

48 , qr. 5 rr.fq. 731 (w) qrpqr 2:1-8-90 
' 49 . qt.<pr.fq, 865 (q) qp'ra' 25 - 10 - 9 ') 

50. q1.9q.fq. it(M) qrfrra 7-1-91 
si. qT.qq.fq. 223(q) qrffs io- 4 -oi 

52. qr.'pr.fq. 24 o(q) qrfoj 1-5-01 

53. q1.9q.fq, 301 (w) qtpur 7-6-91 

51. qT.9q.fq. 302(a) qrif-q 7-8-91 
55. qr.Ft.fr. 491(a) qrf w 25-7-01 
so. qr.9q.fq. 495(a) qrfiqr 25-7-01 

57. qr.Fi.fq. 532(a) qrqqr 14-8-91 

58 . q1.9q.fr, 626(a) qrnqi 14-11601 

59. qi.Ft.fq, 668 (a) qiffa 7-1 1-91 

60. qr.qq.fr. 730(a) qrfoT 30-12-01 

6 1. qr. 5 FT.fq. 50(a) sr.'s 22-1-02 

62 - qi.9q.fq, 305(a) 9 Rf 9 4 - 3-02 ( 1 ^. 9 ^) 
63. qi.qq.fr. 445(a) qifra 30-4-02 
so. qr.qq.fq. 397(a) frist 17-6-92 
65- qr.qr.fr. 66.3(a) qrfris 3-7-42 

66 . qr. 9 rr.fq, 723 (a) 9 R 0 T L 1 - 8-92 

67 . qr.9q.fq. 796 (a) 9 RiW l-lu -92 

6 8 . qi.qq. 1 q. 877(a) qrffs 17-11-02 
60. qr.qi.fr. ooo(a) qrfra 2-12-42 

70. qr.qr.fr. 923(a) sifts 14-12-92 

71. qr.9q.fr, 27(a) qrfta 22-1-41 (/[Para) 

72. qr.qq.fq. 28(a) st^fs 22-1-03 

73. qi. 9 T.fr. 86 (a) srps 26-2-43 

74. qT.5pt.fr. 296 (a) ftp a 21-3-93 

75. qr.9q.fq. 37.1(a) qrrps 13-4-03 (qfeqq) 
76- qr. 9 q.fr, 374(a) frw 13-4-03 (^fsts) 

77. qi.qi.fr. 447(a) qrfrs 10-6-0:1 (^ f ,"ira) 

78. qr. 9 T.fr. 658 (a) Fluffs 1161003 
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MINISTRY OF HEALTH & FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 22ncl February, 1994 

G.S.R, 112(E).—The following draft of cer¬ 
tain Rules further to amend the Drugs & Cosme¬ 
tics Rules, 1945, which the Central Government 
propose to make, after consultation with Drugs 
Technical Advisory Board, in exercise of the pow¬ 
ers conferred by Sections 12 & 33 of the Drugs & 
Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections for the 
information of all persons likely to be affected 
thereby and notice is hereby given that the said 
draft rules Will be taken into consideration after 
the expiry of a period of Sixty days from the date 
on which the copies of (he Official Gazette in which 
this notification is published, are made available 
to the public. 

Any objections or suggestions which may be 
received from any person with respect to the said 
draft rules before the expiry of the period so speci¬ 
fied will be taken into consideration by the Cen¬ 
tral Government. 

DRAFT RULES 

1. (1) These rules may be called the Drugs & 
Cosmetics (Amendment) Rules, 1994. 

(2) They shall come into force on the date of 
their final publication in the Official Gazette. 

2. In the Drugs & Cosmetics Rules, 1945, (here¬ 
inafter referred to as the said rules), for Rule 134, 
the following rule shall be substituted, namely :— 

“134. Cosmetic to contain Dyes, Colours and 
Pigments—No Cosmetic shall contain 
Dyes, Colours and Pigments other than 
those specified by the Bureau of Indian 
Standards (IS : 4707 Part I as amended 
from time to time). 

The permitted Synthetic Organic Colours and 
Natural Organic Colours used in the 
Cosmetic shafl not contain more than:— 

(i) 2 parts per nffllion of Arsenic calcu¬ 

lated as Arsenic Trioxide. 

(ii) 20 parts per million of Lead calculat¬ 
ed as Lead. 

t'iii) 100 parts per million of Heavy Metals 
other than Lead calculated as the 
total of the respective metals.". 


3. In the said rules, for rule 144, the following 
rule shall be substituted, namely — 

“144. Prohibition of manufacture of Cosme¬ 
tics containing colours other than those 
prescribed.—No Cosmetic shall be 
manufactured which contains Dyes, Col¬ 
ours and Pigments other than the one 
specified by the Bureau of Indian Stan¬ 
dard (IS : 4707 Part 1 as amended 
from time to time). 

The permitted Synthetic Organic colours and 
Natural Organic Colours used in the 
Cosmetic shall not contain more than : 

(i) 2 parts per million of Arsenic calcu¬ 
lated as Arsenic Trioxide. 

(ii) 20 parts per million of Lead calculat¬ 
ed as Lead. 

(iii) 100 parts per million of Heavy Metals 
other than Lead calculated as the 
total of the respective metals.”. 

4. Schedule O of the said rules shall be omit¬ 
ted. 

5. In the said rules, in rule 149, for the w-ords 
“Labelling of Hair dyes containing Coal Tar Col¬ 
ours—-Hair dyes containing Para-Phenylenedia- 
mine or other coal-tar base or coal-tar dye inter¬ 
mediate" the words "Labelling of Hair dyes con¬ 
taining Dyes, Colours and Pigments—Hair dyes 
containing Para-Phenylenediamine or other Dyes, 
Colours and Pigments” shall be substituted. 

[No. X-11014!10[93-DMS&PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Welfare 
(Department of Health) containg the Drugs &c 
Cosmetics Act and the Rules (PDGHS-61). Sub¬ 
sequently the said rules have been amended by the 
following notifications published in Part II, Sec-, 
tion 3, Sub-section (i) of the Gazette of India, 
namely:— 

1. GSR 1241 dated 6-10 1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

11. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 
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13. 

GSR 62(E) dated 5-2-1982. 


14. 

GSR 462(E) dated 22-6-1982. 


15. 

GSR 510(E) dated 26-7-1982. 


16. 

GSR 13(E) dated 7-1-1983. 


17. 

GSR 318(E) dated 1-5-1984. 


18. 

GSR 331(E) dated 8-5-1984. 


19. 

GSR 460(E) dated 20-6-1984. 


20. 

GSR 487(E) dated 2-7-1984. 


21. 

GSR 89(E) dated 16-2-1985. 


22. 

GSR 738(E) dated 10-10-1985. 


23. 

GSR 17(E) dated 7-1-1986. 


24. 

GSR 1049(E) dated 29-8-1986. 


25. 

GSR 1060(E) dated 5-9-1986. 


26. 

GSR 1115(E) dated 30-9-1986. 

27. 

GSR 71(E) dated 30-1-1987. 


28. 

GSR 570(E) dated 12-6-1987. 


29. 

GSR 626(E) dated 2-7-1987. 


30. 

GSR 792(E) dated 17-9-1987. 


31. 

GSR 371(E) dated 24-3-1988. 


32. 

GSR 75(E) dated 2-6-1988. 


33, 

GSR 675(E) dated 2-6-1988. 


34. 

GSR 676(E) dated 2-6-1988. 


35. 

GSR 677(E) dated 2-6-1988 


36. 

GSR 680(E) dated 6-6-1988. 


37. 

GSR 735(E) dated 24-6-1988. 


38. 

GSR 813(E). dated 27-7-1988. 


39. 

GSR 944(E) dated 21-9 1988 
gendum). 

(Corri- 

40. 

GSR 43(E) dated 20-1-1989 
gendum). 

( Corri- 

41. 

GSR 44(E) dated 20-1-1989 
gendum). 

(Corri- 

42. 

GSR 100(E) dated 14-2-1989 
gendum). 

(Corn- 

43. 

GSR 443(E) dated 12-4-1989. 


44. 

GSR 588(E) dated 2-6-1989 
gendutn). 

(Corri- 


45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 

47. GSR 16(E) dated 10-1-1990. 

48. GSR 731(E) dated 23-8-1990. 

49. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1990. 

51. GSR 223(E) dated 19-4-1991. 

52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 

55. GSR 491(E) dated 25-7-1991. 

56: GSR 495(E) dated 25-7-1991. 

57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated MO-1991. 

59. GSR 668(E) dated 1-11-1991. 

60. GSR 730(E) dated 10-11-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 (Corri¬ 
gendum) . 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated MO-1992. 

68. GSR 904(E) dated 2-11-1992. 

69. GSR 877(E) dated 17-11-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 (Corri¬ 
gendum.) . 

72. GSR 28(E) dated 22-1-1993. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993. 

76. GSR 374(E) dated 13-4-1993. 

77. GSR 447(E) dated 10-6-1993 (Corri¬ 

gendum). 

78. GSR 658(E) dated 19- 10-1993. 
gendum). 
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